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This file cont~ins ~ p3qes 

ADDENDUM TITr . .E PAGE 

ADDENDUM 

THE BE:T COPIES AVAILABLE WERE USED FOR THIS FILE 

The docum~nts included on this addendum fiche were 
received after the oriqinal PMN file was filmed. 

Addenda are indexed and filaed several times a year. 
They are filed behind the oriqinal !ile fiche. 

with the 
center are 

q is not in~luded in the VMN tile or any of 
its addencla. 

Addendum prepared by: C,J~ 

Document Processing Canter (DPC) 
~onfidential Buaineas Information Center (CBIC) 
inforaation Control Section (ICS) 
Chemical Information Branch ( CIB) 
Information Hanaqeraent Division (IMD) 
Office of Toxic Subtancea (OTS) 
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Ms. Cathy Fehrenbacher 
U.S . Environmental Prote~t ion 

Mail Code TS 779 
401 M Street sw 
Washington , DC 20460 

Rr: PMN P89-632 

Dear Ms . Fehrenbacher: 

. . . , . . .... . 
. . ' . . . \ . 

April 12, 1990 

Agency 

Thank you for taking the t ime to consider my question regarding 
the protective clothing recommendations for our produc t (P89-632). 
As we discussed, it appears that TYVEK would be a suitable 
material for protective clothing to use against dermal exposure to 
this product. This was based on information taken from the TYVEK 
bullet i n (greater than 99% exclusion of particles 0 . 5 )J m and 
above) and on EPA ' s assessment of risk as indicated in the consent 
order for P89-632 . In 1:he consent order it was stated that 
absorption via the dennal route was ex pected to be poor . Based 
upon thi s information you c oncurr ed that TYVEK would be a suitabl~ 
material to protect workers against exposure to this product . 

Thank you again for ?~oviding assistance in this matter . 
have ..1ny comments pleas · ~ let me know. 

If you 

- I I • til'f 
' ' . .... 
I ~ ·t . Jf 1 • I" 

000bl.b?90T 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHI~GTON , D .C . ZOUO 

,, .• 
opcPICC OP 

PES VI C IDKS AND TOXIC SU.STAHCES 

Re:P89-632 

Dear 

The Environmental Protection Aqancy (~PA) has reviewed the 
submitted protocols for a 14-day ranqe findinq study and 90-day 
subchronic oral faedinq study on the chemical substa.nce described 
in premanufacture notice (PKN) P-89-632. EP~•s comments and 
recommendations en the proposed protocols are desiqned to avoid 
potenti a! problems so th~t the results of the studies will be 
scientifically valid test data. Under no circumstanc~ does 
approval of the test protocol mean pre-acceptance of test 
re~ults. The follovinq •~e EPA's comments on the study: 

• f • 

~he protocols do not contain any provisions ~or 
immunotoxicity or testicular toxicity testinq, as specified in 
the consent order. The followinq tasta should be added co the 
pl~tocols to Meet the requirements: 

o Preservation, qrous p~tholoqical and histopatholoqical 
ex~ination of the st~rn~~ with bone marrow, thymus, spleen, a 
reprasentative lumph no~e, testes and epididymide s. 

I' 

o Determination of the cellu~arity of the bone wa rrow, thymus 
and spleen. 

o De~ ermination of the absolute and ~elative ~eights of the 
- thymus, spleen and teste&. 

~ L~ukocyte differential count. 

Tw'"' crddi tional chanqes in the protocols should be ma~•!: 
• 

o 6 ~.~ing of the sperm should be conducted i n all male animals 
ia tha 90-day study. 

o Tbe 90-day study should state that the lungs will be we ighed 
..ad preserved by perfusion with a fixative. EPA-OTa 

-- ·~--~--------~~~-------.. ~::----- COHCUIUtfHCES 
......... 0&.. • 
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If you have any questions or comme~t.s, pl~~se co&tact Rona 
Birnbaum, the Proqram Manaqer assiqne4 to this PMN, at (2 0 2) 245-
4142. 

. , 

Sincerely, 
I ' 

I 
.. /ll .. ~ ~ ~ -

~ Rose Allison 
Section Chief 
Hew Chemicals Branch 
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UNITED 51', fE~ ;:NVIRONMENTAL PROTECTION AGENCY ~~"'()-CjD(/{;()3lJI'?:I 
WASHINGTON . D .C . ZOUO & t:PA•OTB 

111.11111 
00099b02l.R 

OFFICII! OP' 

·I' 2 9 1989 
I"II!STICIDII!S AHD TOXIC: su•STAHC:II:S 

Dear 

"the 

Pl ease replace the previous pages wlth the new ones in bo th 
or1qinal co~nes of the Consent Order. Thank you for your 
coope ration. Feel free to call me with any further questions you 
may have. 

Sincerely, 

~nv:,~IS;;_(J~~ 
Rona BiJ:nbaum, Program Manager 
New Chemicals Branch 
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I!D!'DM. npUDftf : 

a. •ucpt$11Rlt&10:•l tfM\l&ttona: 

til"-• of ttu•-l.A• H1tecl 1n Appll\dix I (UIWln JC1c~r .. oeplo luaS.n&UOQ). will 
~ p~ep&:ad an4 exaa1r~d aic&~accp1cal~ for all &D!aalt lD tbe o.D~l ... 
hl&h·cS.a•• lfOUfl •acrlfloecl tfttr S aot\tbl of tnae.n•. 11Uu or ~, 
11ver, ktdfteya •~4 ·~ cara•t ora•u•/ti•tus• idaa,lf£e4 ~1 .._luati ... •t 
ht,h~4ou al\laah 1f111 k axutae4 for law- and alcl·doll enl•la• !ala•• 
or~ will ht de•11h-ta4 by the It~ ~traotor, P&Cholo&iat ~er lto~~er 
baaed on ssper1 .. ntal flftdlnaa: authorlaatioa wt11 \a o\•al.-4 fl .. ~. 
a,oe••~ pcler to , .rroca1n& ax .. 1oetlone. Roc•' A~ a~nor.&ll,itl a.• 
a~te4 4uf1ua lfo• • poataortta ••••l~&tloea vhloh are •••• •~rill 
~iatolo&loal ptoeatelnt v111 b• taoor4ad . t•aaiaatltDI ot a11 ar••• 
leal&at an4 t&r &•t tlt auta 1~ che lo•· &n4 a14•4o•• artQJI will ~~ 
p~rfo~raad at •4~1tion*l oo•t . Aut~or1aat1on of che apeeao~ w11~ be 
o~taln•d prlor to th• ••• luetloa of low- an4 ald•dota t•r1•c •ltaual. 
tl••~•• fr•a rtoovary aniaal• will aot ~e ev&1U&C&4 Vhl111 ••Cb•rlla4 ~7 
tha .,c~or (a4dS.t1cma1 coat) . 

1lt tt••~• 11ce1o~• . ino1~4int thoaa of Cht ta•t••· ttl4i4yal"1 Aft4 
~~~'''• vilt b• •aacin• d for th• ,c•••not ol •ia~o•oopit&llJ ~111'1• 
••rpboloatc a~noraal~cL••· Wh•~ a~ltoa\le, cbt•• wlll bo ,radeC e~ • 
1oale ~r 1•!. thlt l~•di~l ·~·t•• ret1eote a tUbjeotlva &a•-• ... a~ of the ••ar•• t:o v'bhh a ap•olfl.o aeoet.on of d.uu• ll I.Dva1v•4; ln , , ... , •f 
aultlplt ••etion•, t~. acadtn, ,. baat4 ~pon •• ..,..,~ ........ at. ~ 
¥arloua ••v•r1ty arad•• ~••4 ate atuecally daf1n•4 •• the appro~~ 
9er~-ntqt of tl\e duu• .. ethn lmo1va4: ta.aa He u felln• & o '=' 

c_ ~ c= 
~•S.n&.INl) up ~o 21 :z: :i ,., 

z., (lllaht) f t o• tl • 101 -'="" ~ 
3- (aoderaet) fro. 101 • SOl ~ 
~· (ur&.d) f r oa '01 • 701 OOJ.OOOJ.08A ~ ~ 

r"T'I 

5· (tatr._) over 101 ~t{J\\~5 ~ ~ 
Tbi1 ara41n& ay1t15 11 further &X~Aft444 to 1~dloata tbat tho fi~~, . ~ 

: focal, .ultifeeal ·~ d1f~•• in 4iat~rlbution. ro~ all pa,rti •~I&DI• the 
unU.at•l't1 OJ' bUaceral o~;\ltnntt of l1n4S.1\.. il &lao Mt•'· . J, •• 

~ · • • • I ' ~-
•' · ~· :&Aaawfliaa tU tnt .. , 111orotooptc •valuatha •Ul l.aolwte ua u.ea .... e. '' 

' "~· tha ~•1athMh1pt botwetl\ tpetaatow.:aeta , eporaatoart••• •pera.clta ad 
, .', l "tora•toto• •••n hl eroaa uct1ona of tbt aoatetf•r•u• t\&lnalel. · ''" 

' = · r~•a~••atou of t h••• c• 11~lar aaaoalatlon• 4afiao c~o •~•lt •f 
···~·••&tnll£1. 4lteratluna in ch••• ~•11 of tb• -.~1 •ptr.&'-&eal• 
4J01~ . I~ ad41t1eft, th• teat•• v!11 bo aaaalaod for the ,reltAit If 
'-ftDer ~ t i~• cban&•• · · •·•·• vao~o11aatloa of cbt 1•1alft&~ ••''ball .. , 
IN t •' •-"Aal.a&tecl &lant oella, & cltt~&&&l tl\ the ~htakfttll If tbe -JaCIIi.a&1 
epltba~l~, 1 praponde~aoc• of lartoll oo1lt, a,.ta ,,.,,,, l~&•IJ 
·~··· •1u•raticat1oB ae4 fi\r•ola. !be va~l~ls .. areal •C aER .. t tf 

·· ·tba apa~to;a~io oyo l• an4 the 4•&•nerat1ve abanc•• will b• ar•'-& ·&1 
· . .: ' p'T...-i~ly lktad. Q g g g g 5 

ODNrMIINOC81 
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nuDr ID.: 

'tel'!•5trl•••••1 lyt1ytMit~ : 

a.pt41at tbt epld14Ja1dea, .,.c1al nteathn' 'wU 1 k I''"" '' * ••1t,lvt 
.,.ben .C !fei'MCOIO! u4 tb. p~*llftoe ... uee~l I ...... , .... IUlM1 
,re.succ (c•llulcc dtbrla) wl Cbls. cba C\dlulac l••u. Jiwatl~t~• ia '"' 
•Jl4ld,at4•• ehoult cefleoc -~••• •••~ i• tbt '''' ''• ... ,,•l•alc 
Abftor..lltltl aaen in ~~ tp'dt~de• will be ,~ ... • .. pt•Yiou.\y •~•~· 

tU (be ~arltl, aptc1a1 AC~ftClOD Wl11 bt IiVIa to Cha pr111..a tl ... rtalt 
felliol•• aad oorJoca lutea re .. r41ai t~tlc "~'' eat •t•• 1a er .. ~ ta 
aoertdn ne fttar• .. ,ol\ or ctwlr •r•al d.ne1o,..ut. Ahlnallciea la 
thtic 41¥tlvt-•nt •• yell .. aQf "··~·catlvt .~ ...... aer•erle !e1lla1•• 
or ot:b.tr flulaa• rill ba Mee4 w at•ded aa pl'niOUlJ daui'Aid • 

Th8 proc•~•• ~•cr1b~ ~r• tor th• •••cao~t .... aata•ti .. er ~••u.• eft• 
OZIIGI 1 1ftCl U41ftl tb081 Of t~l l'tprodUOClY! 171ll&e ~&YI ~ltD Ult • 
.uootttfull7 to ideqt1f7 aorpholoatc abnoraalltt•• Vhlth !Oo~ aporad1te11J 
u wll u tboaa in4uead '-7 a wlu vu1tt1 ot teat awodelee. 

•• (YlN: 

a. .. toaJl lu an~ aoaln. O'h•c epproprlaca •t•'~ aay ~· --.1•1•4 &t ~. 
4lacretlo~ af tht atu•r patholoatac (ad4l~Leaa1 •••t) follovtDI 
gou\ll~Uoa wub ~ •f9Not. 

YSUl.N '' Pll!Wl!EP; rytp,VAil$1 or pa-r VOOIJII M2 "ICDCIII: 
·, 

All M" 49~~.a.•ntlnt exper, .. nut auUe &n4 atud)t proeedul'ea &NS ob1anacLou 
will 1MI rtcol'cled an4 aa1tu:alM4 u J:av uu. 

Ac chi OOIIfhtlon ot th• ·~~, all l'•poct. • .:•• Mt•, P~'•••~d ...,.o!MDA ..S 
retain•4 aa.pltt wlll b• aa1nte1n.4 ln tbt 11o/4Ja&a1ot. lftc. ~~vee tor a 
pe~1o4 of one Jl•r afttr aubaleeton of ~b• alan-4 fiD&l reporc. 

Approat..t•17 ona year afttr ~b• ietu.noe of the flftal rtpoct ~ apoaaer w111 
\1 coataott4 1~ order to 4eter.1Qe the f1nel dl•poe•l•s. et ~••• a&ttlltll. 
!b. •~oaaer h ratpont1bta for •11 ooat •••oc1ate4 wt.th die atotap o! De•• 
.. tet,alt bayon4 01\t J!lf ftoa Che ht\J11'\0I of tl\t f1Ul report aa4 for '"' 
•••~• utoolate4 wlth the •hl,..nc of tl\e11 ut.rttla •• the tpenaor or &e &D1 
•tMr taelllCJ 4e•1pacad by the aponaor, 

1Wim96L " 100'9''• 
The follOWiPI 1~••• will b• &ft61yat4 ttaCiltlO&lly ia the final r.,.rC: 

••• ... ••'PC ••luea tad boq wS.pc oh•na•• {fr- treteat) 
••• f!Of CGMW~pttoD :alu•• (pre,.I\Ud .. II'MI tf (OodJ'&I ef H«J 
•t.lkt/'9) 00 000 6 •aa ellatUl. lehorateq 'Y&lua• 

.,.._ tantM1 or &an fttpte, or1ut/body weS.pt r•ttoa aa4 
arlaft/larlil\ wat.ab& l'atloa ,;. : '1A ~'til~· 
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Each person who has access to this document must fill in the information below 
the ftrst t .:.e that he / she has access. 

The attached document contains Confidentia l Business lnformati .. m obtained 
under the Tox1c S I Act (TSCA 15 U.S.C. 2601 et seq.) TSCA 

may not be disclosed furth~ 
m e pr res set forth in th.J TSCA----

Security Manual. 

If you wd l~J IIy disciC'se TSCA 
not authort zed to rece iv-3 it. you may 
u S C. 261 3(d)) for a ~ossi ble fi ne up to 
one year In add1tion, disclosure of TSCA or 
v1olat1oi1 of i he procedi.:,·es cited at,ove may su you on 
w1th penalt•es 1 anging up to and including dismissal. 

Prom LC!st Name ---

-------~-----~--~~ 

---------~------~-----~= 

-------~--------i--

Do Not Detach 000007 
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Each person who has access to this document must fill in the information below 
the first time that he/ she has access. 

The attached document contains obtained 
under the Toxic Substances Cont seq.) TSCA 
Conficential Business Information may not be disclosed furth~ 
~zed in the procedures set forth in the TSCA---
----Security Manual. 
If you willfully disclose TSCA to any person 
not authorized to receive it, you may e u sect1on d) of TSCA (15 
U.S.C. 2613(d)) for a possible fine up to &5,000 and/ or imprisonment for up to 
one year. In addition. disclosure of TSCA Confidential Business ln,urmation or 
violation of the procedures cited above may subject you to disciplinary action 
with penalties ranging up to and including dismissal. 

-----------------------t-------------------------~-----------

1 

Do Not Detach 000008 
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Each persol" who has access to this document must fill in the information below 
the first time that he/ she has access. 

obtained 
et seq.) TSCA 

may not be disclosed furth~ 
nrn,."'nures set fonh in the TSCA----' 

Security Manual. 

If you willfully disclose TSCA 
not authorized to receive it, 
U.S.C. 2613(d)) for a possible fine up to 
one year. In addition, disclosure of TSCA 
violaticm of the procedures cited above may s you 
with penalties ranging up to and including dismissal. 

I ., 

Do Not Detach 

to any person 
of TSCA (1 5 

to 
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